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Dear Ms. Eberhar 

I understand that the FDA will hold an open public meeting to reevaluate the need to classify allograft 
as a medical device. 

I see no reason why allograft should be reclassified as a medical device. I am concerned and 
dismayed that this proposed legislation will significantly impair effective patient treatment and 
outcome. 

Allograft has been used for many years and has both an excellent clinical outcome and safety record. 
In my own practice, I use allograft in approximately 125 neurosurgical procedures each year. In many 
instances, more than one piece of allograft is used. Since starting my neurosurgical practice in 
September, 1995, I have not observed a single complication related to allograft. In addition, use of 
allograft rather than an homologous graft allows early mobilization and short hospital stays. In addition, 
it significantly reduces postoperative pain. 

Regulations for infectious testing, donor screening and record’ keeping are already in place for 
allograft use. Further legislation will significantly hamper our ability to provide our patients with the 
care that they deserve. 

el free to call if you have any questions or concerns. 

PDL:II 

cl v New York University 
A private university in the public service 

C/Y 



-z 
w

e... 
z 

d : 
“5 

, . : 
~_ 


